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e Examination of a lot consisting of 30 boxes of lollipoy
boxes contained apparent rodent gnawe
apparent rodent gnawing.
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e Examination of a lot consisting of 6 boxes (24/10.6 oz. packages each) of Popcorn Supply Kits
revealed 2 boxes with apparent rodent evidence. One of the 2 boxes contained an apparent rodent
gnawed hole, fluorescent stains, and rodent excreta peliets on the box, and apparent rodent nesting
material inside the box. The other box contained an apparent rodent gnawed hole and rodent excreta
pellet at the opening of the gnawed hole.
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s A lot consisting of 8 cartons (6/6 Ib. 100z. cans each) and 3 individual cans of cheddar cheese sauce
contained fluorescent stains on the tops of 2 of the cans. There was apparent rodent nesting material
and radant avnrada mallata 3maida o
and rodent excreta pellets inside 1 carton
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e A lot consisting of 59/50 Ib. bags of Popcorn Kerneis contained 9 bags with iluorescent stains, 1 bag
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e A lot consisting of 8 cartons (6/5 ib. bags each) of caramel candies contained 1 ¢
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rodent gnawing. One of the bags in the carton had an apparent rodent gnawed hole an
excreta pellet on its exterior. Another bag had 5 rodent excreta pellets on its exterior.

ek o

e A lot consisting of approximately 600/50 Ib. bags of shell peanuts contained 14 bags with
fluorescent stains. Eight of the 14 bags contained apparent rodent gnawed holes. In some instances,
the product itself bore fluorescent stains or apparent rodent gnawing.

e At least 771 rodent excreta pellets were observed on the floors in various locations throughout the
facility (main and rear warehouses, restroom, retail display area, and the basement).

e Structural defects were observed in at least 6 locations in the facility (gaps under doors, holes in the
walls) affording points of rodent entry and/or harborage. There was a leaking drainpipe in the
basement.

e Manufacturing equipment, such as the nut roasters and popcorn machines, contained accumulations
of dust, dirt, debris, and/or rust.

e Only 1 of the 2 restrooms was operable and neither had soap or other hand washing solutions
available.

tic of serious underlying problems in your firm's manufacturing and quality assurance

ompt action to correct these deviations. Failure to do so may result in

itiated by the FDA without further notice. These actions include, but are not

We are aware of your efforts, to date, to correct the cited deviations in conjunction with a written order
from the Baltimore City Health Department and with the assistance of a private consultant. However,
on the last day of our inspection, mice were still observed on glue boards in your facility. It is your

acility and to assure that further
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Please notify this office in writing, within 15 working days of receipt of this letter, of the specific steps
you have taken to correct the noted violations and to prevent recurrence. If corrective action cannot be
completed within 15 working days, state the reason for the delay and the time within which the
corrections will be completed.

Your reply should be sent to the U.S. Food and Drug Administration, 101 W. Broad Street, Falls
Church, Virginia 22046-4200, to the attention of Gerald Miller, Compliance Officer. Mr. Miller can
be reached at phone number 703/235-8440, extension 504.

Sincerely,

~ Lee Bowers
Director, Baltimore District

Enclosure

cc: Mr. Bernard Bochenek
Director, Environmental Health
City of Baltimore
Department of Health
210 Guilford Avenue
Baltimore, Maryland 21202



